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Office of Device Evaluation
Traditional 510(k) section

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS INFORMATION
as required by section 807.92(c)

Submitter of 61 0(k):

Company name: Nucletton Corporation
Registration number: 1121753
Address: 8671 Robedt Fulton Drive

Columbia, MD 21046
Phone: 410-312-4100
Fax: 410-3112-4197
Correspondent: Manal Yousof,

Quality Assurance & Regulatory Affairs Manager

New Device Name:

Trade/Proprietary Name: EQUAL Dose 4.0
Common/Usual Name: Radiation Therapy Verification Tool
Classification Name: SystemPlanningRadiation Therapy Treatment
Classification: 21 Cfr892.5050 Class I I

Legally Marketed Device(s)
Our new device is based on the legally marketed device cited in the table below:

Nucletron 13V TMS v5.1 I. 08
Nucletron BV I EOUAL Dose 1.0 K03273
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Description:

MUV 4.0 is a quality assurance (QA) tool intended for independent verification of the dose
calculations performed during treatment planning for external beam therapy. The intended user
is a medical physicist or someone well familiar with the dosimetric concepts that are of
importance in external beam therapy.
The software requires beam data for individual treatment plans to be imported through the
DICOM RT Plan format. The parameters associated with the treatment delivery on the
accelerator can not be edited within the software, although parameters related to the calculation
inside the patientlphantdm, such as the coordinates and depths of the calculation points, are
open for editing.

The software is validated for broad megavoltage photon beams in the range from 4 up to 30 MV
and broad electron beams from 4 to 30 MeV, delivered by standard medical linear accelerators
(linacs).

The software runs on a. Windows XP, windows Vista and windows 7 systems (32 bit)

Intended use:

The legally marked predicate device; (K0732,73) has the same intended use as the new device
cited:

Equal Dose 4.0
Equal Dose 4.0 is a quality assurance (QA) tool intended for independent verification of the
dose calculations performed during treatment planning for external beam therapy.

The intended user is a medical physicist or someone well familiar with the dosimetric concepts
that are of importance in external beam therapy.

.Cleared EQUAL Dosel.0 K073273 4 same intended use and intended user
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Summary of technological considerations:
*Cleared (TMS v5.1) K010682 4 Treatment Planning Method: External Beam

*Treatment modalities: Photon beams and electron beams
*Dose Calculation:

*Photons: Collapsed Cone or Pencil Beam algorithm
Electrons: Gaussian Pencil Beam

*Dimension: 3D

aCleared EQUAL Dosel.0 K073273 4 Treatment Planning Method: External Beam
*Treatment modalities: Photon beams
*Dose Calculation:

*Photons: Pencil Beam algorithm
*Dimension: Point Calculation'

(EQUAL Dose) 4.0 *Treatment Planning Method: External Beam
(not applicable) *Treatment modalities: Photon beams and electron beams

*Dose Calculation:
*Photons: Pencil Beam algorithm
Electrons: Gaussian Pencil Beam

*Dimension: Point Calculation

The cleared device TMS vS.1,(K010682)has a wider Scientific Technology than the new device
"EQUAL Dose 4.0". The new device is merely a verification tool while TMS v5.1 is a complete
treatment planning system

N a me:,,fi~r L 6Datel
Title: Vce Pr 'ent Research & Development
Nucletron B
Veenendla ,The Netherlands



4 DEPARTIMENT OF HEALTH & HUMAN SERVICES Public H ealth Service

Food and Drulg Admiin istiahion
10903 New l-linpsiiire A venue
Document ControlI Room - \V066-0609
Silver Spring. M[J 20993-0002

Mr. [Manal YoLIsof
QuLa Ii w Assurance and Regulatory A ffairs Mianager

NLIGICl ro Corporadtion
702 1 CoIlumbia Gateway Drive, Stuite 200
COLUM/BIA NID 210460

Re: K 1035 15
Trade/Device Name: EQUAL, Dose 4.0
Regulation Number: 2 1 CFR 892.5050
Regulationl Namne: Medical charged-particle radiation therapy systemn
Regulatory Class: If
Prodclt Code: MLII
Dated: July 29. 20 11
Received: July 29, 20 11

Dear Mr1. YouIsof:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for thle indications
for1 uIse stated in the enlosure) to legally marketed predicate devices marketed in interstate
commerce prior to NMay 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Dru.,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (I'N4A).
You may. therefore, market the device, subject to the general controls provisions or' thle Act. Thie
general controls provisions of the Act inlu~de requiremnents for annual registration, listing or2
devices, wood mainufacturing practice, labeling, and( prohibitions against misbranding and
adulteration.

If your device is classified (see above) into class It (Special Controls), it may be subject to suIch
add itional controlIs. Existing major regulations affecting your device can be found in Title 2 1
Code of' Federal Regulations (CFR). Parts 800 to 895. In addition, FDA may puLblish further
announcmlents conlcerning!I your'device inl the Federal Register.

Please be advised that FDA's issulance of a su~bstantial equivalence determination does not mean
that FDA has made a determination that youLr device conmpl ies \with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. YOU mu1Lst
comnply with all the Act's requirements. i nel tding. but not l imi ted to: registration and listing (2 1
CFR Part 807); labeling (2 1 CFR Parts 801 and 809); medical device reporting (reporting of'



mIIed cal device-el Iated adiverse events) (21 CF R 803): and goo d II antifact tIrIn[Ig prIactic
req tilI rIeISnis Sset forth in the qiiali ty systemns (QS5) rcgu ationi (2 1 CUP. Part 820). This letter
will allow y'ou to begini marketing yourl device as described inl your Sectioni 5 10(k) pirmarket
n1otificationl. The FDA Finding Of substantial equivalence Of yourI device to a legally marketed
Predicate device Iresuits inl a, classification for your device anti thu-s. penn Ilits your device to
proceed to the na rkct.

If' you desire specific advice for your- device onl our labeling regt Iationi (2 1 CUR PartLs 801 anld
809), please contact the Office of hi Vitro Diagniostic Device E'valuation) anid Safety at (301 ) 796-
5450. A!lso. plIease note thie regulation entitled, ''Misbrand ing by re ference to premlarket
niotification" (2 1 CFRP Part 807.97). For questions regarding the reporting of adverse events
underC~ the IMIk regulationi (21 CFR Part 803)), please go to
h Ittp://xwww. IfdaI. gov/Nmed Ical IDevi ces/S afetv/Repo ralro b lm/d C'fauIL t.htmIl for the CDRFi 's 0Office
of S urvei I ance anid Biometrics/Division of Postmarket Surveillance.

YOU may obtain other general in formation on) your responisibilities tinder the Act from thle
D~ivision ofSmllt Manulfacturers, International an~d Conisumer Assistanice at its toll-IIlee num1tiber
(800) 638-2041 or (30 1) 796-7100 br at its Jnternet address
hlttp://VWw.fda,,.n~ov/cdirh/inidustry/supplort/indcex htmll.

Sincerely Your-s

Mary S. Pastel, Se.D.
Dlireetor
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center foef Devices and Radiological Health

EloCIsure
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Indications for Use

510(k)

Number u
Device Name EQUAL Dose 4.0

Indications for MUVI 4.0 is a quality assurance (GA) tool intended for independent
Use verification of the dose calculations performed during treatment planning for

The intended user is a medical physicist or someone well familiar with the
dosimetric concepts that are of importance in external beam therapy.

Prescription Use _X- AND/OR Over-The-Counter Use_ __
(Part 21 CFR 801 subpart D) (Part 21 CFR 801 subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF
NEEDED

Concurrence of CDRH, Office of Device.Evaluation (ODE)

Dosior nSf-O
Ic )of Radio glO9IDvices Page 1 of 1

office ofin Viv 2- jO~l Device Evaluation and Safety

510)K kugs/


